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Dr. Susan J. Walker, M.D., Director
Division of Dietary Supplement Programs

Oftice of Nutritional Products, Labeling & Di€tary suppiements

Center for Food Safety and Applied Nutrition "
Food and Drug Administration

200 C Street SW

Washington, D.C. 20204

RE: Response to March 18, 2005 Letter Requesting Change in Struicture Function
Statements for InmunoLin®, A Dietary Supplement

Dear Dr. Walker:

In response to your March 18, 2005 letter, we provide the following revised Letter of
Notification:

In accordance with Section 403(r)(6) of the Federal Food, Drug and
Cosmetic Act, this is a Letter of Notification with regard to the marketing
of ImmunoLin®, a dietary supplement containing immunoglobul in proteins
of bovine origin.

Manufacturer: Proliant Health Ingredients
2425 SE Oak Tree Court
Ankeny, Iowa 50021

“Statements Made in Labeling”:

o “ImmunoLin® is a dietary supplement that helps maintain LDL (bad)
cholesterol already within a norinal range.”

o “ImmunoLin® contains proteins that help mamtam DL (bad)
cholesterol already within a normal range.”
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Dr. Susan J. Walker, M.D., Director

Division of Dietary Supplement Programs

Office of Nutritional Products, Labeling & Dietary Supplements

RE: Response to March 18, 2005 Letter Requesting Change in Structure Function
Statements for ImmunoLin®, A Dietary Supplement
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To the best of my knowledge, the information contained in this notice is
complete and accurate, and Proliant Health Ingredients has substantiation
- -that-the-statements-are-truthful-and-net-misleading:

Please contact me directly at 515/289-5136 if you have further questions or require
additional information.
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Mel Vanden Berg (;/
Vice President of Quality + ssurance
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cc:  Mr. Eric Weaver, Proliant Health Ingredients



